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DETAILED ACTION 
Response to Amendment 

Applicant's request for reconsideration of tine finality of the rejection of the last 
Office action is persuasive and, therefore, the finality of that action is withdrawn. 
Claims 1, 5-7,12, 28, 29, 33 and 34 are pending. 
Claim 12 stands withdrawn. 

Claims 1, 5-7, 28, 29, 33 and 34 remain under examination. 

Withdrawal of Rejections 

The rejections not explicitly restated below are withdrawn due to Applicant's 
response in the amendment filed 10/20/08. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

Claims 33 and 34 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Specifically, the claims recite an enzyme 
having any possible activity from any possible specie of the genera Staphylococcus or 
Streptococcus that possess the properties that are recited in the claims. Despite the 
claimed properties, the activity of the enzyme is not identified. 
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The as-filed specification provides no specific description for the vast majority of 
the claim-encompassed enzymes having any possible activity that can be isolated from 
any possible specie Staphylococcus or Streptococcus that possess the properties that 
are recited in the claims. The specification only describes a single type of enzyme 
having endopeptidase activity that also exhibits the other characteristics recited in 
claims 33 and 34. The disclosed endopeptidase is isolated from Staphylococcus aureus 
or Streptococcus pyogenes. 

Thus, the claims encompass any enzyme with any possible activity isolated from 
any possible source of Staphylococcus or Streptococcus that has the claimed 
characteristics for which no specific written description has been provided. Moreover, 
the sole example using Staphylococcus aureus or Streptococcus pyogenes as a source 
of the disclosed endopeptidase does not provide a representative sample of the species 
that can produce the claimed enzyme as encompassed by the claims, given the huge 
variation in properties of enzymes and bacterial sources that might produce said 
enzymes as encompassed by the current broad claim language. Because the claims 
encompass a multitude of enzymes having a wide range of activities that are isolated 
from any possible source of Staphylococcus or Streptococcus neither contemplated nor 
disclosed by the as-filed disclosure, it is clear that applicant was not in possession of 
the full scope of the claimed subject matter at the time of filing. 



Claims 1 and 28 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 



Application/Control Number: 10/677,097 Page 4 

Art Unit: 1651 

which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Specifically, the claims recite an 
endopeptidase isolated from any possible specie of the genera Staphylococcus or 
Streptococcus that possess the properties that are recited in claim 1 . However, the as- 
filed specification provides no specific description for the vast majority of the claim- 
encompassed endopeptidases that can be isolated from any possible specie 
Staphylococcus or Streptococcus that possess the properties that are recited in the 
claims possessing the claimed properties. The specification only describes 
Staphylococcus aureus or Streptococcus pyogenes as producing an endopeptidase that 
also exhibits the other characteristics recited in claims 1 and 28. 

Thus, the claims encompass any possible endopeptidase having the disclosed 
characteristics that can be isolated from any possible specie of Staphylococcus or 
Streptococcus for which no specific written description has been provided. Moreover, 
the sole example using Staphylococcus aureus or Streptococcus pyogenes as a source 
of the disclosed endopeptidase does not provide a representative sample of the species 
that can produce the claimed enzyme as encompassed by the claims, given the huge 
variation in properties encompassed by the current broad claim language. Because the 
claims encompass an endopeptidase isolated from any possible source of 
Staphylococcus or Streptococcus neither contemplated nor disclosed by the as-filed 
disclosure, it is clear that applicant was not in possession of the full scope of the 
claimed subject matter at the time of filing. 
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Claims 1, 5-7, 28, 29, 33 and 34 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1, 33 and 34 are rejected under 35 U.S.C. 112, second paragraph, as 
being incomplete for omitting essential structural cooperative relationships of elements, 
such omission amounting to a gap between the necessary structural connections. See 
MPEP § 2172.01 . The omitted structural cooperative relationships are: the structural 
relationship between the carbohydrates and the enzyme that make said carbohydrates 
necessary for activity. That is, are the carbohydrates complexed with the enzyme, are 
they covalently bound to the enzyme or are the carbohydrates part of the substrate? 
The substrate is always necessary for activity. 

Claims 5-7, 28 and 29 are dependent claims that do not overcome the 
deficiencies of the independent claim that they are dependent therefrom. 

Double Patenting 

Applicant is advised that should claims 5 or 33 be found allowable, claims 6 or 
34, respectively, will be objected to under 37 CFR 1 .75 as being a substantial duplicate 
thereof. When two claims in an application are duplicates or else are so close in 
content that they both cover the same thing, despite a slight difference in wording, it is 
proper after allowing one claim to object to the other as being a substantial duplicate of 
the allowed claim. See MPEP § 706.03(k). Claims 5 and 6 both depend from claim 1 . 
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Hence, claims 5 and 6 are drawn to an endopeptidase having the identical properties. 
The only aspect that differentiates the claims is the source of the endopeptidase (e.g. 
Streptococcus pyogenes or Staphylococcus aureus). In this case, the source of the 
enzyme does is not a structural element that imparts distinctness. Hence, claims 5 and 
6 are interpreted as an enzyme that has two sources wherein the properties of the 
enzyme are identical non-withstanding the source. Hence, claim 6 is a substantial 
duplicate of claim 5. 

The same situation exists between claims 33 and 34.The properties listed in the 
bodies of claims 33 and 34 are identical. The only difference between the claims is the 
source of the enzyme. The enzymes source does not impart any structural 
characteristics that differentiate the enzymes based on source. Hence, claim 34 is a 
substantial duplicate of claim 33. 



Claim Rejections - 35 USC § 102/103 

Claims 1, 5-7, 28, 29, 33 and 34 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Fischetti et 
al. (US 5,968,763). 

Fischetti discloses an isolated enzyme that cleaves the surface proteins of gram- 
positive bacteria within the LPXTG motif (col. 2, lines 54-58). Fischetti teaches that the 
cleavage enzyme can be isolated from any gram-positive surface proteins that are 
known to have the LPXTG motif, as in the instant claims. The table in column 4 lists 
several strains of S. aureus and S. pyogenes having various virulence factors. The 
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preferred specie is tlie S. pyogenes strain having the M type 6 factor (col. 4, lines 5-49). 
The enzyme is isolated by growing the desired strain in culture medium, isolated the 
cells by centrifugation, suspending the cells and lysing them with Group C Streptococcal 
phage-associated lysin (col. 5, lines 1-16). The enzyme is purified from the lysed 
membranes via protein purification methods well known in the art (col. 6, lines 13-21). 
Thus, Fischetti teaches an enzyme that leave surface proteins via a LPXTG motif. This 
enzyme is an endopeptidase since it cleaves proteins at an interior location of said 
protein. The enzyme is isolated from S. aureus and S. pyogenes (M6), as instantly 
claimed, via lysing the cells with lysin. The specification teaches the same method of 
cell lysis to obtain a crude extract of the endopeptidase (page 21). 

Fischetti teaches a small genus of gram-positive bacteria having specific 
virulence factors that can produce the disclosed endopeptidase. Hence, the claimed 
species (S. pyogenes and S. aureus) are part of a small, well-defined genus which 
places the claimed species in the possession of the public as in In re Schaumann, 572 
F.2d 312, 197 USPQ 5 (CCPA 1978), and the species would have been obvious even if 
the genus were not sufficiently small to justify a rejection under 35 U.S.C. 102. See 
MPEP §2131 .02 and 2144.08. 

The lysis of S. aureus and S. pyogenes with lysin, as disclosed by Fischetti, 
produces the instantly claimed, isolated endopeptidase. This is so becasue the 
disclosed and prior art methods of cell lysis are the same and will result in identical 
extracts having the same components, e.g., the claimed endopeptidase. The step of 
lysis is a step of isolation. 
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In the absence of any evidence to tine contrary, endopeptidase wliicli cleaves 
surface proteins of gram positive bacteria within the LPXTG motif wherein said 
endopeptidase is isolated from S. aureus and S. pyogenes (M6), inherently posses 
properties that anticipate or render obvious the claimed invention. It Is noted that In re 
Best (195 USPQ 430) and In re Fitzgerald (205 USPQ 594) discuss the support of 
rejections wherein the prior art discloses subject matter which there is reason to believe 
inherently includes functions that are newly cited or is identical to a product instantly 
claimed. In such a situation the burden is shifted to the applicants to "prove that subject 
matter shown to be in the prior art does not possess characteristic relied on" (205 
USPQ 594, second column, first full paragraph). 

Given the close similarities of the claimed and disclosed endopeptidase 
properties, one having ordinary skill In the art would have a reasonable expectation that 
endopeptidase taught by Fischetti would have virtually the same properties and activity 
as the claimed isolated endopeptidase. Therefore, the claimed invention was 
anticipated or prima facie obvious to one of ordinary skill in the art at the time the 
Invention was made, especially In the absence of evidence to the contrary. 

The Patent and Trademark Office is not equipped to conduct experimentation In 
order to determine whether Applicants' laccase differs and, if so, to what extent, from 
the discussed reference. Therefore, with the showing of the reference, the burden of 
establishing non-obviousness by objective evidence is shifted to the Applicants. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to SUSAN HANLEY whose telephone number is (571)272- 
2508. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael WItyshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sandra Saucier/ 

Primary Examiner, Art Unit 1651 

/Susan Hanley/ 
Examiner, Art Unit 1651 



